TCT-24: A New Protection Device: the Fibernet. FirstHuman Use in Carotid, Renal and Peripheral Interventions  by unknown
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GHDWKVUHVXOWHGLQDQRYHUDOORSHUDWLYHPRUWDOLW\RI7HQSDWLHQWVGLHGGXULQJWKHIROORZXS
)RXURIWKHPIRUFRPRUELGLWLHVZKHUHDVSDWLHQWVIRUGLVHDVHSURJUHVVLRQ
&RQFOXVLRQV (QGRYDVFXODU WUHDWPHQW RI WKRUDFLF DRUWLF GLVHDVHV HYHQ LQ WKH DFXWH SKDVH PD\
UHSUHVHQWDYDOLGRSWLRQZLWKDORZPRUWDOLW\UDWH0RUHRYHUWKHHI¿FDF\LVSURYHGLQWKHORQJWHUP
IROORZXS
7&7
$1HZ3URWHFWLRQ'HYLFHWKH)LEHUQHW)LUVW+XPDQ8VHLQ&DURWLG5HQDODQG3HULSKHUDO
,QWHUYHQWLRQV
0LFKHO+HQU\$QWRQLRV3RO\GRURX,VDEHOOH+HQU\$PDQGD3RO\GRURX0LFKqOH+XJHO
&DELQHWGH&DUGLRORJLH1DQF\)UDQFH$SROOR&OLQLF$WKHQV*UHHFH3RO\FOLQLTXH%RLV
%HUQDUG%RLV%HUQDUG)UDQFH
%DFNJURXQG ,W LV QRZFOHDU WKDW DWKHURHPEROL DUH WKH UXOH LQ DQ\ LQWHUYHQWLRQ LQ DWKHURVFOHURWLF
GLVHDVHDQGVHHPVWKHURRWFDXVHRIDQ\SURFHGXUDOFRPSOLFDWLRQV(PEROLF3URWHFWLRQ'HYLFHV(3'
DUHZLGHO\XVHGLQFDURWLGDQGVHYHUDOUHSRUWVSRLQWHGRXWWKHLUUROHLQRWKHUSHULSKHUDOSURFHGXUHV
UHQDO OHJYHUWHEUDO DUWHULHV +RZHYHU FXUUHQW (3' KDYH VLJQL¿FDQW OLPLWDWLRQV ZKLFK PD\ EH
DGGUHVVHGE\DQHZ(3'WKH)LEHUQHW70/XPHQ%LRPHGLFDO,QF3O\PRXWK0DVV
0HWKRGV7KHV\VWHPFRQVLVWVRIDGLPHQVLRQDOH[SDQGDEOH¿OWHUPDGHRIXQLTXH¿EHUVZKLFK
H[SDQGUDGLDOO\WR¿OOWKHOXPHQPRXQWHGRQWRDFPORQJZLUH1RGHOLYHU\VKHDWKUHTXLUHG
/RZFURVVLQJSUR¿OH)5HWULHYDOFDWKHWHUZLWKIRFDOVXFWLRQGXULQJGHYLFHUHPRYDODOORZLQJ
PHWLFXORXVFOHDQLQJRIWKHYHVVHO7KH¿OWHUFDQ¿OOYHVVHOVIURPWRPPDQGFDSWXUHSDUWLFOHVDV
VPDOODVPLFURQVZLWKRXWFRPSURPLVLQJWKHÀRZ
5HVXOWV:HSHUIRUPHG
FDURWLG$QJLRSODVW\6WHQWLQJ7HFKQLFDO VXFFHVVGD\FRPSOLFDWLRQVPLQRU VWURNH
'HEULVDQDO\VLVGRQHLQ)LEHUQHWSURFHGXUHVDQGFRPSDUHGZLWKRWKHU¿OWHUV9LVLEOH
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$
/
:('1(6'$<6(37(0%(530±30
% -$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV25$/&KURQLF7RWDO2FFOXVLRQV
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
GHEULVUHWULHYHGLQDOOFDVHVZLWK)LEHUQHWZLWKRWKHU¿OWHUV0HDQGHEULVVXUIDFHDUHD)LEHUQHW
PPëRWKHU¿OWHUVPPë1XPEHURISDUWLFOHVZLWK)LEHUQHWZLWKRWKHU
¿OWHUV
UHQDODQJLRSODVWLHV7HFKQLFDOVXFFHVV1RFRPSOLFDWLRQ$OOVDPSOHVYLVXDOO\FRQWDLQHG
VLJQL¿FDQWHPEROL0HDQGHEULVVXUIDFHDUHDPPëGHEULVLQWKH¿OWHUPPë0HDQQXPEHU
RISDUWLFOHVDQG!$WPRQWKIROORZXSQRGHWHULRUDWLRQRI
WKHUHQDOIXQFWLRQ
 YHUWHEUDO DQJLRSODVWLHV 9LVLEOH GHEULV UHPRYHG LQ WKH  SDWLHQWV0HDQ GHEULV DUHD PPë
DVSLUDWHGGHEULVPPëGHEULVLQWKH¿OWHUPPë&RPSDUDEOHUHVXOWVDVLQFDURWLGDQJLRSODVW\
 IHPRURSRSOLWHDODQJLRSODVWLHV IRUFKURQLFRFFOXVLRQ9LVLEOHGHEULV UHPRYHG LQ WKHSDWLHQWV
¿OWHUVWRWDOO\EORFNHG0HDQGHEULVDUHDPPë
&RQFOXVLRQ7KH)LEHUQHW(3'LVHDV\WRXVHDQGYHU\HI¿FLHQW9LVLEOHGHEULVDUHUHPRYHGLQDOO
SDWLHQWV,WDOORZVIRUFDSWXUHRISDUWLFOHVZLWKRXWFRPSURPLVLQJWKHÀRZ,WFRXOGEHXVHGLQ
DQ\YHVVHOV
&KURQLF7RWDO2FFOXVLRQV
&
:HGQHVGD\6HSWHPEHUSP±SP
$EVWUDFW1RV
7&7
3HUFXWDQHRXV&RURQDU\$QJLRSODVW\RI&KURQLF7RWDO2FFOXVLRQ,V7KHUHD/HDUQLQJ
&XUYH"
<YHV/RXYDUG3KLOLSSH*DURW6DQMD\6DVWU\$OHHP.KDQG7KLHUU\8QWHUVHHK7KRPDV
+RYDVVH+DNLP%HQDPHU0DULH&ODXGH0RULFH%HUQDUG&KHYDOLHU7KLHUU\/HIqYUH
,QVWLWXW&DUGLRYDVFXODLUH3DULV6XG0DVV\)UDQFH,QVWLWXW&DUGLRYDVFXODLUH3DULV6XG
4XLQF\)UDQFH
3XUSRVH3HUFXWDQHRXVFRURQDU\DQJLRSODVW\3&,RI&RURQDU\&KURQLF7RWDO2FFOXVLRQV&72LV
VWLOODVVRFLDWHGZLWKD UHGXFHGVXFFHVVUDWH/HVLRQDQGSDWLHQW UHODWHGIDFWRUVRI IDLOXUHDUHZHOO
NQRZQEXWWKHLQÀXHQFHRIRSHUDWRUH[SHULHQFHLQÀXHQFHKDVEHHQOHVVGHVFULEHG7KHSXUSRVHRIWKLV
DEVWUDFWLVWRGHVFULEHWKHLQÀXHQFHRIWKHRSHUDWRUDQGNQRZQSUHGLFWLYHIDFWRUVRQWKHVXFFHVVUDWHRI
&723&,(XURSHDQ&72FOXEGH¿QLWLRQWUHDWHGE\VHYHUDORSHUDWRUVLQRXULQVWLWXWLRQ
0HWKRGV7KHVWXG\LQFOXGHGFRQVHFXWLYH&723&,SHUIRUPHGEHWZHHQ-DQDQG'HF
E\RSHUDWRUV ,QRUGHU WRDVVHVV WKH OHDUQLQJFXUYHDQ LQGH[RI LQGLYLGXDORSHUDWRUH[SHULHQFH
GXULQJWKHVWXG\ZDVGH¿QHGDVIRUWKH¿UVWFDVHVIRUQH[W¿IW\XSWRIRURSHUDWRUVZLWK!
FDVHV3&,SHUIRUPHGE\WKHPDLQRSHUDWRUVZHUHFRPSDUHGZLWKRWKHUV
5HVXOWV$PXOWLYDULDWHORJLVWLFUHJUHVVLRQDQDO\VLVZDVSHUIRUPHGLQWKHZKROHSRSXODWLRQXVLQJDOO
IDFWRUVZLWKDSYDOXHE\XQLYDULDWHDQDO\VLV3UHYLRXV&$%*5S QRYLVLEOH
VWXPS25S FDOFL¿FDWLRQV25S DQGWKHRFFOXVLRQOHQJWK25
S IDLOXUHIRUHDFKPPRIRFFOXVLRQOHQJWKZHUHIRXQGWREHLQGHSHQGHQWSUHGLFWRUVRI
IDLOXUH7KHRSHUDWRU¶V H[SHULHQFHZDV DSUHGLFWRURI VXFFHVV 25 S EXW WKH\HDURI
WUHDWPHQWLQWKHZKROHJURXSZDVQRW+HUHDUHWKHVXFFHVVUDWHVDQGSUHGLFWRUVYDOXHLQSDWLHQWVWUHDWHG
E\PDLQRSHUDWRUVDQGRWKHUV
PDLQRSHUDWRUV 2WKHURSHUDWRUVQ  S
&72¶VQ  
6XFFHVVUDWH   
([SHULHQFH   
3UHYLRXV&$%*   
1RYLVLEOHVWXPS   
&DOFL¿FDWLRQV   
2FFOXVLRQOHQJWKPP   
&RQFOXVLRQ,QGLYLGXDOH[SHULHQFHRIWKHRSHUDWRUEXWQRWRIWKHZKROHWHDPLVDVWURQJSUHGLFWRU
RI&723&,VXFFHVVGHVSLWHDKLJKHULQFLGHQFHRISUHGLFWRUVRIIDLOXUH
7&7
7KH,PSDFWRI3HUFXWDQHRXV&RURQDU\,QWHUYHQWLRQIRU&72/HVLRQVDQG&RQWUDVW0HGLD
RQ5HQDO)XQFWLRQ
0DVDVKL.LPXUD6RLFKLUR(ELVDZD1REX\RVKL7DQDND7VX\RVKL,WR<DVXVKL-LQQR.HQ\D
1DVX7DWVX\D,WR<RVKLKLVD.LQRVKLWD0DULNR(KDUD<DVXVKL$VDNXUD(WVXR7VXFKLNDQH
7DNDKLNR6X]XNL.R<RVKLKLUR7DLUR.XULWD1REX\RVKL7DQDND0DRWR+DEDUD
7R\RKDVKL+HDUW&HQWHU7R\RKDVKL-DSDQ
%DFNJURXQG,PSURYHPHQWVLQWKHWHFKQLTXHDQGVXFFHVVUDWHVRISHUFXWDQHRXVFRURQDU\LQWHUYHQWLRQ
3&, IRU FKURQLF WRWDO RFFOXVLRQV &72V KDYH UHVXOWHG LQ DQ LQFUHDVH LQ WKH FRPSOH[LW\ RI 3&,
&RQWUDVW PHGLD YROXPH RQH RI WKH PDMRU ULVN IDFWRUV IRU FRQWUDVWLQGXFHG QHSKURSDWK\ &,1
UHSUHVHQWVDQH[WUHPHO\LPSRUWDQWFRQFHUQLQWKHPDQDJHPHQWRISDWLHQWVZLWK&72OHVLRQV7KHDLP
RIWKLVVWXG\ZDVWRHYDOXDWHWKHLPSDFWRI&72SURFHGXUHVDQGFRQWUDVWPHGLDXVHRQUHQDOIXQFWLRQ
0HWKRGV:HHYDOXDWHGLQKRVSLWDOSURFHGXUDORXWFRPHVUHODWHGWRUHQDOIXQFWLRQLQFRQVHFXWLYH
SDWLHQWVZKRXQGHUZHQW3&, IRU&72VRI!PRQWKV LQGXUDWLRQEHWZHHQ$SULODQG0DUFK
FRPSDUHGWRWKHQRQ&72FRQWUROJURXSQ ;;;;UHSRUWLQJEDVHOLQHDQGKSRVWSURFHGXUDO
FUHDWLQLQH OHYHOV&,1LVGH¿QHGDVDQDEVROXWH PJGORU UHODWLYH  LQFUHDVH LQVHUXP
FUHDWLQLQH OHYHOV FRPSDUHG WR EDVHOLQH YDOXHV DIWHU H[SRVXUH WR FRQWUDVWPHGLD LQ WKH DEVHQFH RI
DOWHUQDWLYHH[SODQDWLRQVIRUUHQDOLPSDLUPHQW
5HVXOWV,QFRQVHFXWLYH&72SDWLHQWVPHDQDJH\UVPDOHWKHDYHUDJHWRWDO
DPRXQWRIFRQWUDVWPHGLDDGPLQLVWHUHGZDVVLJQL¿FDQWO\KLJKHUWKDQQRQ&72FRQWUROJURXS
 PO YV  PO S  6HUXP FUHDWLQLQH OHYHO DIWHU WKH SURFHGXUHZDV DOVR
VLJQL¿FDQWO\KLJKHULQ&72SDWLHQWWKDQLQQRQ&72SDWLHQWPJGOYVPJGO
S &,1RFFXUUHGLQRIWKH&72JURXSDQGRIWKHQRQ&72JURXS
S 3DWLHQWVZKRGHYHORSHG&,1ZHUHROGHU\UVYV\UVS KDG
ORQJHUÀXRURVFRS\WLPHPLQYVPLQS DQGUHFHLYHGDKLJKHUDPRXQWRI
FRQWUDVWPHGLDPOYVPOSWKDQWKRVHZKRGLGQRWGHYHORS&,1LQWKH
&72JURXS0XOWLYDULDWHORJLVWLFUHJUHVVLRQDQDO\VLVUHYHDOHGWKDWVLJQL¿FDQWSUHGLFWRUVRI&,1ZHUH
DJH25&,DQGFRQWUDVWYROXPH25&,2ISDWLHQWV
ZKRGHYHORSHG&,1SDWLHQWVH[SHULHQFHGDUHFRYHU\RIWKHLUUHQDOIXQFWLRQDWPRQWK
ZLWKQRSDWLHQWVUHTXLULQJGLDO\VLVGXULQJWKDWWLPH
&RQFOXVLRQV7KHLQFLGHQFHRI&,1IROORZLQJ&723&,ZDVVLJQL¿FDQWO\KLJKHUWKDQWKDWIROORZLQJ
1RQ&723&,7RSUHYHQW&,1FDUHIXODWWHQWLRQVKRXOGEHSDLGWRLGHQWLI\LQJSDWLHQWVDWULVNIRUWKH
FRQGLWLRQDQGPLQLPL]LQJWKHDPRXQWRIFRQWUDVWPHGLDXVHGLQWKHVHSDWLHQWVGXULQJ&72SURFHGXUHV
7&7
,PSURYHG&DUGLDF6XUYLYDODQG4XDOLW\RI/LIHDIWHU6XFFHVVIXO3HUFXWDQHRXV
5HFDQDOLVDWLRQRI&RURQDU\$UWHU\&KURQLF7RWDO2FFOXVLRQVD6LQJOH&HQWUH([SHULHQFH
)UDQFHVFR%RUJLD2PDU$OL&ODLUH6WXDUW%XWWOH*DEULHO*6HFFR5RVDULR3DULVL
)UDQFHVFD0LUDEHOOD'HEUD'HPSVWHU.RQVWDQWLQRV'LPRSRXORV&DUOR'L0DULR
5R\DO%URPSWRQ+RVSLWDO/RQGRQ8QLWHG.LQJGRP
%DFNJURXQG:HVRXJKWWRFRPSDUHWKHHIIHFWVRIDVXFFHVVIXOFKURQLFWRWDORFFOXVLRQ&72UHFDQDOLVDWLRQ
RQORQJWHUPFDUGLDFVXUYLYDODQGDQJLQDUHODWHGTXDOLW\RIOLIHFRPSDUHGWRIDLOHGSURFHGXUH
0HWKRGV&72ZDVGH¿QHGDVDQDWLYHFRURQDU\DUWHU\RFFOXVLRQZLWKGXUDWLRQ!PRQWKVDQG7,0,
ÀRZ3ULPDU\HQGSRLQWVZHUHFDUGLDFGHDWKDQG0$&(VGH¿QHGDVFDUGLDFGHDWK0,DQGWDUJHW
YHVVHOUHYDVFXODULVDWLRQDWIROORZXS7KH6$48.TXHVWLRQQDLUHZDVXVHGWRDVVHVVDQJLQDUHODWHG
TXDOLW\RIOLIHEHIRUHDQGDIWHU&72UHFDQDOLVDWLRQSURFHGXUH
5HVXOWV $PRQJ  FRQVHFXWLYH SDWLHQWV  XQGHUZHQW VXFFHVVIXO &72 UHFDQDOLVDWLRQ ZKLOH
LQ  SDWLHQWV WKH SURFHGXUH IDLOHG 0XOWLYDULDWH SUHGLFWRUV RI XQVXFFHVVIXO SURFHGXUH ZHUH
PRGHUDWHVHYHUH YHVVHO FDOFL¿FDWLRQ 25 &,S &72 OHQJWK !PP 25
&,S  DQG &72 GXUDWLRQ ! PRQWKV 25 &,S 
0HGLDQ IROORZXSZDV  \HDUV GXULQJZKLFK  SDWLHQWV KDG D FDUGLDF GHDWK:KHQ FRPSDUHG
ZLWKVXFFHVVIXOSURFHGXUHIDLOHG&72UHFDQDOLVDWLRQZDVDVVRFLDWHGZLWKDVLJQL¿FDQWKLJKHUULVN
RIFDUGLDFGHDWK+5&,/RJUDQNS DQG0$&(V+5&,
/RJUDQNS7KHVHUHVXOWVZHUHFRQ¿UPHGE\&R[SURSRUWLRQDOKD]DUGDQDO\VLVIRUVXUYLYDO
DIWHUDGMXVWHPHQWIRUDJHSUHYLRXV0,DQG/9HMHFWLRQIUDFWLRQ%\6$48.TXHVWLRQQDLUHVSDWLHQWV
ZLWK VXFFHVVIXO &72 UHFDQDOLVDWLRQ H[SHULHQFHG IHZHU SK\VLFDO DFWLYLW\ OLPLWDWLRQV UDUHU DQJLQD
HSLVRGHVDQGKLJKHUTXDOLW\RIOLIHDWORQJHUIROORZXSDOOSZKHQFRPSDUHGWRSDWLHQWVZLWK
IDLOHGSURFHGXUH
&RQFOXVLRQV 6XFFHVVIXO SHUFXWDQHRXV &72 UHFDQDOLVDWLRQ LPSURYHG ORQJWHUP FDUGLDF VXUYLYDO
UHGXFHGPDMRUDGYHUVHFDUGLDFHYHQWVDQGLPSURYHGWKHDQJLQDUHODWHGTXDOLW\RI OLIHFRPSDUHGWR
IDLOHGSURFHGXUH
7&7
/RQJ7HUP&OLQLFDO6DIHW\DQG(I¿FDF\RI'UXJ(OXWLQJ6WHQWVIRUWKH7UHDWPHQWRI
&KURQLF7RWDO2FFOXVLRQV5HSRUWIURPD0XOWL1DWLRQDO3DWLHQW5HJLVWU\
5R[DQD0HKUDQ%LPPHU(&ODHVVHQ&RVPR*RGLQR.RWDUR2EXQDL*HRUJH'DQJDV
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